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REMARKS 



Claims 31, 34-41 and 48-55 are pending. 
Claims 3 1 , 34-41 and 48-55 have been rejected. 
Claim 53 has been cancelled without prejudice. 

Upon entry of this amendment. Claims 31, 34-41, 48-52 and 54-55 will be pending. 

Claims 3 1 and 48 have been amended to replace the phrase **selected from the group 
consisting of with "comprising". Claim 51 has been amended to add "phenylephrine" to 
"famotidine'* to form a Markush group of useful pharmaceutical agents. And, Claims 52 and 54 
have been amended to correct informalities and to change their dependency from Claim 50 to 
Claim 5 1 and from Claim 53 to Claim 5 1 , respectively. Support for the amendment can be 
found in Examples 1-22 of the specification or in the claims as originally filed. 

Before considering the Examiner's rejection under 35 USC §§ 1 12 and 103 in detail. 
Applicants wish to briefly summarize the key aspects of the present invention. 

The present invention, as amended, relates to consiimable films adapted to rapidly 
dissolve in the mouth of a consumer, wherein said film comprises a single layer including i.) 
pullulan, ii) at least one pharmaceutical agent selected fix)m the group consisting of non-steroidal 
anti-inflammatory agents, antitussives, decongestants, anti-histamines, expectorants, anti- 
diarrheals, H2-antagonists, proton pump inhibitors, central nervous system agents, analgesics and 
mixtures thereof and iii) from about 0.1% to about 2 wt% of a stabilizing agent comprising 
xanthan gum, locust bean gxim and carrageenan to stabilize the pullulan film. 



Claims 31, 35, 36, 37, 48 and 53 are rejected on the ground of nonstamtory obviousness- 
type double patenting as being unpatentable over claims 1-5, 11, 12, 19-21, 24 and 25 of US 
7,067,1 16, m view of US 6,923,981. 

Claims 3 1, 35, 36, 37, 48 and 53 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being impatentable over claims 1, 6, 7, 9 and 10 of US 6,923,981, in 
view of US 7,067,116, 
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Claims 31, 35, 36, 37, 48 and 53 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1, 6, 7, 9 and 10 of US 6,596,298, in 
view of US 7,067,116. 

Claims 31,35 and 48 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1, 7, 8, 10-13, 18 and 19 of 
copending Application No. 10/423,735. 

Applicants apologize for any inadvertent misplacement or exclusion of papers associated 
with the response filed 06/21/06, Applicants are submitting herewith terminal disclaimers over 
US Patents 7,067,1 16; 6,923,981; and 6,596,298 and copending Application No, 10/423,735. 
This should obviate the Examiner's rejection. 

Claim Rejections - 35 USC § 1 12 

Claim 52 is rejected under 35 U.S.C, 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which application regards 
as the invention. Specifically, the Examiner has indicated that "[cjlaim 52 recites the limitation 
**said famotidine'* in line 1 . There is insufficient antecedent basis for this limitation in the claim. 
Neither claim 49 nor claim 50, in which claim 52 depending in, recites the limitation 
"famotidine**. Applicants have amended the dependency of Claim 52 from Claim 50 to Claim 
5L This should obviate the Examiner*s rejection. 

Claim Rejections - 3S USC § 103 

Claims 31, 34-41 and 48-55 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 4,843,098 to Shaw et al.(Shaw), m view of US 3,784,390 to Hijiya et al. (Hijiya) and JP 
4041 17242 (abstract) to Saito et aL (Saito) and US 5,885,594 to Nilsen et aL(Nilsen). 

Shaw relates to ingestible aggregates comprising a pre-swelled substantially anhydrous 
hydrocolloid and a substrate to mask the taste and/or feel of the substrate. Useful hydrocoUoids 
are disclosed as including "natural and modified gums, celluloses and modified celliUoses, pectin, 
mucillagcs, modified starches, noncellulosic polysaccharides, algal polysaccharides and mixtures 
thereof. Particularly preferred hydrocoUoids include carboxymethyl cellulose, methyl cellulose, 
karaya gum, acacia gum, sodium alginate, calcium alginate, hydroxypropyl methyl cellulose and 
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mixtures thereof" However, novAere does Shaw teach or suggest stabilizing pullulan film 
products by incorporating a stabilizing gum mixture of xanthan gum, locust bean gum and 
carrageenan. In fact, Shaw is silent regarding fihn products or pullulan, 

NUsen relates to oral compositions having enhanced organoleptic characteristics of 
faxtiness, creaminess, soothing, satisfaction, and full mouthfeel for improving the mouthfeel of 
reduced "fat" content foods, comprising specific acylglycerol compounds having long chain 
conjugated polyunsaturated fatty acid residues. However, like Shaw, Nilsen is silent regarding 
film products and, specifically, the stabilisation of pullulan films by incorporating the select 
stabilizing gum mixture of the present invention, as amended, 

Hijiya relates to pullulan, and particularly to shaped bodies of pullulan such as films or 
coatings and their use as packing materials. Both the Abstract and Specification teach the 
usefijhiess of such films for "packjnn" (i,e., wrapping or "enveloping" [see coL3, lines 61-64]) 
pharmaceuticals. Hijiyafiirthernotestheedibility and biodegradability of pullulan. However, 
Hijiya nowhere teaches or suggests incorporating a stabilizing gum mi5cture of xanthan gum, 
locust bean gum and carrageenan to stabilize film products containing pullulan and 
pharmaceutical agents as claimed in tiie present application, as amended, 

Saito relate to films capable of preventing fiision of mutual foods packased wiih an 
edible film witliout damaging the outer covering of packaged foods by coatins o ne surface of a 
film after formation into the shape of the edible fihn with a mixture of water- soluble natural 
gums with an emulsifying agent. 

The Examiner suggests that Saito siqpplies disclosure absent in Shaw and Hijiya, namely 
the use of xanthan gum, locust bean gvmi and carrageenan in fihn products as stabilizing agents. 
However as highlighted above, the Saito Absnract nowhere teaches incorporating such gums 
into the film (versus "coating") to stabilize the fihn product. Moreover, the Saito Abstract is 
silent regarding pullulan. 

Therefore since, none of the Examiner-cited references -teach or suggest incorporating a 
stabilizing gum mixture of xanthan gum, locust bean gum and carrageenan to stabilize pullulan 
film products containing pharmaceutical agents, the compositions of the present invention, as 
amended, would not have been obvious over these references either alone or in combination. 
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In light of the remarks made herein, it is respectfully submitted that the Examiner's 
rejection imder 35 USC §§112 and 103 have been overcome. Applicants respectfully submit 
that they have distinguished the cited art sufficiently to avoid the Examiner's rejection. 
Accordingly, reconsideration and allowance of Claims 31, 34-41, 48-52 and 54-55 are earnestly 
solicited. 

Date Respectfully submitted. 



Sau-Hung Spence Leung et al. 




December 19, 2007 



By:. 



DarryNC'. Little 
Reg. No. 40,703 



Johnson & Johnson 
Phone; 973-385-4401 
FAX: 973-385-3117 



Customer No. r 27777 
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